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A. Patie O atio pe edicatio
1. Patient identifier |2, Age at time 3. Sex 4. Weight 1. Name (give labeled strength & mfr/labeler, if known)’
of event:
or 75 yrs ( )femate |unk Lbs #1 unknown acetaminophen product
Case 200 Dete or #2
In confidence of birth: (male kes 2. Dose, frequency & route ueed 3. Therapy dates {if unknown, give duration)
B. Adverse eve Or prod proble fromAte {or best setimate}
1. X Adverse event and/or Product problem (e.g., defects/maifunctions} |#1 ut\knoun dose, po 1 previous 2-3 days
2 2

2. Outcomaes attributed to adverse event

6. Event abated after use

See attached case report form provided by

{check all that apphy) () disabiity 4. Dlagnosis for use (indication)
topped or d d
(X) death ur,kpoun ( ) congenital anomaly €1 ~didn’t feel wel (# stopped or dose meducead
{mordey/yr
() fHo-threstening ) WMWﬁonu"‘w‘um 1. () Yes ( ) No (X) N/
(x)  hoepitslization - initial or protonged ¢ e N 2
( )} other 8. Lot # (if known) 7. Exp. data (if known) | #2 ) Yes () No ¢ ) N/
3. Date of event 4. Date of this report #1  Unknown ” Unknown 8. Event reappeared after
unknown 02/09/98 2 2 reintroduction
(moldey/yr) {mo/day/iyr) 1 () Yes' ( ) No {X) N/
5. Describe avent or problem 8. NDC # - for product prablems only {if known)
Case # 200 received from the Quii159¢ case fatality data. - - 2 () Yes () No ( ) NyA

10. ¢ i di

! prod: and therapy dates {exclude tre tment of event)
See attached case report form provided by‘ o

6. Relevant tests/laborstory data, including dates
See attached case report form provided by (IS

.’

LIVER FAILURE

9. Mir. report number

e

7. Other relavant history, including presxisting medical conditione {e.Q.. allergies, 09296994
race. pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.) - eporte
See attached case report form provided by G 1. Name, address & phone #
MO

Centers

2] Su1 te R Avere

1. Contact office - neme/address (& mfring site for devices] [2. Phone number
McNeil Consumer Products Company 215-233-7820
Medical Affairs 3. Report soure
7050 Camp Hill Road {check all that apply)
Ft. Washington, PA 19034 ¢ ) foreign

’ () study
(x) literature
( ) consumer
. health
4. a‘-uu ived by st er|5. (x) professional
01/30/98 (A} NDA # 17-552 ( ) user facility
6. i IND, protocol # ND # company
PLA # ( ) represantative
pre-1938 (¢ Yes ( ) distributor

7. Type of report otc ( ) other

{check aill that apply} product (X) Yes

€3 Sdey (x) l5~.dav 8. Advarse event termis)

[@D] lO-dav( ) pediodic

(X} Wnitial ¢ )follow-up # OVERDOSE STUPOR

COAGULATION DIS DEATH

KIDNEY FAILURE

L

2. Healith professiona!? 3. Occupetion
sent

admission that medical

FOA

Facsimile Form 3600A contributed to the event.

Submission of & teport does not constitute an
persannel, user faciiity,
distributor, manufacturer or product caused or

(X) Yes ¢ ) No physician )

4. Initial reporter also

report 10 FDA
Yes ( ) No (X) Unk
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S A TALITY: 1996

998-06

Case Number: | 200

Age: | 75 yrs
Substances: Acetaminophen
Chionicit};: Chronic

Route: Ingestion
Reason: Ther error

Pre-Hospital Arrest? No )



